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To: 
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Subject of the Notification: --Elastase (Pancreatopeptidase g]- 

Firm: __ OYC International, Inc. 
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In accordance with the requirements of section 413(a) of the Federal Food, Drug, and 

Cosmetic Act, the attached 75”day premarket notification and related correspondence for the 

aforementioned substance should be placed on public display in docket number 95%03 16 as 

soon possible since it is past the 90-day date. Thank you for your assistance. 



DEPARTMENT 0F a.uxrw.IuND xiraqkw stanwE Public Wealth Service 

Food and Drug Administration 
51 (IO Paint Branch Parkway 
Cbllege park, Maryland 20740 

Ted Kottcamp 
Director,, Sales & Marketing 
OYC International, Inc. 
2 Elm Square 
Andover, Massachusetts 0 18 10 AUG 9 2005 

Dear Mr. Kottcamp: 

This is to inform you that the notification, dated Junel6,2005, you submitted pursuant to 21 
U.S.C. 350b(a)(2)(section 413(a)(2) of the Federal Food, Drug* andCosmetic Act (the Act)) 
was filed by the Food and Drug:Administration (FDA) on June 22,2b05. Your notification 
concerns the substance “Elastase” also known as Pancreatopeptidase E that you intend to 
market as a new dietary ingredient. 

Under 21 U.S.C. 350b(a), the manufacturer or distributor of a dietary s~~plern~~t containing a 
new dietary ingredient that has not been present in the food supply as an article used for food in 
a form in which the food has not been chemicafly altered must submit to FDA, at least 75 days 
before the dietary ingredient is introduced’or &livered for introduction into interstate 
commerce, information that is the basis: on which the manufacturer or di~~~t~~ has concluded 
that a dietary supplement containing such new dietary ingredient will reasonably be expected to 
be safe. FDA reviews this information to detemine whether it provides gg adequate basis for 
such a conclusion. Under section 359b(a)(2), there must be a history of use oro-ther evidence 
of safety establishing that the new dietary ingredient, when used under the con&ions 
recommended or suggested in the labeling oftbe dietary suppler&r& &&reasonably be 
expected to be safe. If this requirement is not met, the dietary supplement is censidered to be 
adulterated under 21 U.S.C. 342(f)(l)(B) becayse there is inadequate inf~~rn~t~o~ to provide 
reasonable assurance that the new dietary ingredient does not present a significant or 
unreasonable risk of illness or injury. 

Federal regulations found at 21 CFR 190.6 specify the requirements for a pre-mzzrket 
notification for a new dietary ingredient. Your notification concerning “Elastase” does not 
comply with the requirements of 21 CFR 190.6 and is incomplete. The following 
items ,were not included with your submission: (1) A descriptionof the dietary supplement or 
dietary supplements that contains your new dietary ingredient, (2) the level of & dietary 
ingredient in the dietary supplement and (3) the conditions of use recommended or suggested in 
the labeling of the dietary supplement. ,Your notification recommends “a maxirrmm daily 
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intake of 60 mg per day” but does nut provide a,description of the dietary su~p~~rn~nt that 
contains the new dietary ingredient including: the level of the new dietary ingedient in the 
dietary supplement. 

Your notification provided only citations and abstracts of the references that you relied on as 
evidence of safety. Any references to published information offered in support of the 
notification shall be accompanied by reprints or photo static copies af such’referenees. If any 
part of the material submitted is in a foreign lar&tage, it shall be accompanied”by an accurate 
and complete English translation. 

In addition, your notification did not include d$umented history of use of your new dietary 
ingredient as an article present in the food supply or as an article used for food in a form in 
which the food has not been chemically .altered. 

Your notification did provide some safety data for ‘Elastase” used as 3 dns$ but did .nst provide 
evidence of safety for the dietary supplement containing a new dietary ~~e~i~t. Thus, FDA 
cannot make an evaluation of the safety of “‘Elastase’” ,based on the’ history of u~e.i~fo~ation 
provided in your notification, 

Moreover, from the information submitted in yvur notification, it appears that 7I&stase’” is 
intended- to treat a medical condition. Please be aware that under 21 USC. 321(g)(l)(B), if a 
product is implicitly or expressly represented as being intended for use& the di&gnosis; cure, 
mitigation, treatment, or prevention of ‘a, disease, it may be subject to r~~~latio~ under the drug 
provisions of the Act. If you intend to,make7+ims or representations of this nature5 you 
should contact FDA’s Center for Drug Evaluation and Research (CDER). 

FDA is unable to determine whether ,the sOientif$z studies cited in your notice povide an 
adequate basis for a conclusion that the dietary supplement will reasonably be expected to be 
safe because the information contained in your notice is incomplete. If,you market your 
product without submitting a notification that meets the requirements of 21 ,CFIX 190.6 
(h~n://www.cfsan,fda,g;ov/-lrd/cfi:l90~6html), or market your product less than 75 days after 
submitting such a notification, your product is considered ad%lterated unde?jr 21 USC. 
342(f)(l)(B) as a dietary supplement that contains a new.dietary ingredient for which there is 
inadequate information to provide reasonable ~assurance that sucrfi. ingredient does not present a 
significant or unreasonable risk of illness or injury. Introduction of such a product into 
interstate commerce is prohibited under 21 ~.S.G. 33 l(a) and (v). 

Your notification will be kept confidential for 90 days after the tiling date of 
June 22,2005. After the 90-day date, the notification will be plaoed on public display at FDA’s 
Docket Management Branch in docket number 955-03 16. Prior to that date, you may wish to 
identify in writing specifically \n;hat information you believe is proprietaryy, trade secret or 
otherwise confidential for FDA’s consideration, 
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If you have any questions concerning this matter, please contact X&da-S. Pellicore, Ph.D.; at 
(301) 436-2375. 

Sincerely yours, 

Susan 3. ‘UJallcer, M.D. 
Director 
Division ofDietary Supl$ex%nf I&grams 
Office of Nutritional Pkoducts, Labeiig 

md Dietary Supplements 
center fw FoodZ&fety 

and Applied ?+&rition 



.OYC INTERWATIONAL, INC. 
2 Elm Square 
Andover, MA 01810 USA 

June 16,2005 

Phone: 978-470-1980 
FAX: 978-470-2030 

Email: serviceQoycus.com 
http://www.oy&co.jp 

Ms. Vicki Lutwak 
Acting Director 
Division of Standards and Labefing Regulations 
office of Nutritional ?rOduGtS, Labeling, and Dietary Supplem~nts~(HFS-820) 
Center for Food Safety and,Applied Nutrifion 
Food and Drug Administration 
5100 Paint Branch Parkway 
Coilege Park, MD 20740 

Dear Ms. Lutwak: 

Notice hereby given pursuant to the requ,irements of 413 (a)’ (2) [@I W.Z$.C.350b)f of the 
Federal Food, Drug, and Cqsmet@ Act of the .intent of OYC ~nt~r~at~o~?~ to introduce a 
new dietary ingredient, (the “Ingredient”), 
into .interstate commerce on or afterQct.ober 1,’ 2005. Bas+$ u@n the information 
available, we recommend .a maximu.rri daily intake of ~h~;lngr~dien~ of SO milligrams per 
day. The following documents evidencing the safety of the ~~~f~~i~~~. are enclosed with 
this notice. 

1. Elaszym@ Tablet Clinic+ Evsluation (for reference .p~rp~es.only) 
a. Precautions & Adverse’ eactions I 
b. Product Desc-ription 
c. Clinical Evaluation 
d. Pharmacokinetics 
e. Toxicity 

any questions or comments regarding this i~fo~~~~j~~, 
, Sr. Technical, Manager, CrYC’International at (978) 47O- 

e contact ,Matt 


